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F o o d  a n d  D r ug  A d m in ist rat ion 

T ransmiss ib l e  S p o n g i fo r m  Encepha l o p a th i es  Adv i so ry  C o m m itte e ; N o t ice o f 

M e e tin g  

A G E N C Y : F o o d  a n d  D r ug  A d m inistrat ion, H H S . 

A C T IO N : N o tice. 

Th is  n o t ice a n nounces  a  fo r th c om i n g  m e e tin g  o f a  pub l i c  adv iso ry  

c o m m i tte e  o f th e  F o o d  a n d  D r ug  A d m in ist rat ion ( FDA ) . T h e  m e e tin g  wi l l  b e  

o p e n  to  th e  pub l ic .  

N a m e  o f C o m m i tte e : Transmiss ib l e  S p o n g i fo r m  Encepha l o p a th i es  

Adv i so ry  C o m m itte e . 

G e n e r a l  Func t i on  o f th e  C o m m i tte e : To  p rov i de  adv i ce  a n d  

r e c o m m e n d a tio ns  to  th e  agency  o n  F D A ’s r egu l a to ry  issues.  

D a te  a n d  T ime:  The  m e e tin g  wi l l  b e  he l d  o n  O ctober  3 1 , 2 0 0 5 , f rom  8  

a .m . to  5 :3 0  p .m . 

L o c a tio n : Ho l i day  In n  S e lect, 8 1 2 0  W iscons in  A ve ., B e th e sda , M D . 

C o n tact  P e r s o n : W il l iam  F reas  o r  She i l a  D . L a n g fo r d , C e n te r  fo r  B io log ics  

E va l ua tio n  a n d  Resea r ch  (H IFM -71 ) , F o o d  a n d  D r ug  A d m inistrat ion, 1 4 0 1  

Rockv i l l e  P ike, Rockv i l le ,  M -D  2 0 8 5 2 , 3 0 1 - 8 2 7 - 0 3 1 4 , o r  F D A  Adv iso ry  

C o m m itte e  In fo r m a tio n  L i n e , l - 8 00 - 741 - 8138  ( 3 0 1 - 4 43 - 0 572  in  th e  

Wash i n g to n , D C  a r ea ) , c o de  3 0 1 4 5 1 2 3 9 2 . P l ease  ca l l  th e  In fo r m a tio n  L i n e  fo r  

u p - to - d a te  in form a tio n  o n  th is  m e e tin g . 

A g e n d a : O n  O ctober  3 1 ., 2 0 0 5 , th e  c o m m i tte e  wi l l  h e a r  u p d a tes  o n  th e  

fo l l ow ing  top ics:  Cu r r e n t status o f bov i ne  spong i fo r m  encepha l o p a thy  ( B S E )  
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in the United States, incidence and prevalence worldwide of variant 

Creutzfeldt-Jakob Disease (vCJD), and a summary of FDA’s device panel 

discussion on September 27, 2005, on criteria for considering label claims of 

effective decontamination for surgical instruments exposed to transmissible 

spongiform encephalopathy (TSE) agents. The committee will then discuss 

progress in development of a risk assessment model for vCJD in U.S.-licensed 

human plasma-derived Antihemophilic Factor (Factor VIII). The latter 

discussion will focus on selection of input parameters for the model. In the 

afternoon, the committee will discuss labeling claims for TSE clearance studies 

for blood component filters.. 

Procedure: Interested persons may present data, information, or views, 

orally or in writing, on issues pending before the committee. Written 

submissions may be made to the contact person by October 21, 2005. Oral 

presentations from the public will be scheduled between approximately 12:30 

p.m. and 1 p.m., and 4:15 p.m. and 4:45 p.m. on October 31, 2005. Time 

allotted for each presentation may be limited. Those desiring to make formal 

oral presentations should notify the contact person before October 25, 2005, 

and submit a brief statement of the general nature of the evidence or arguments 

they wish to present, the names and addresses of proposed participants, and 

an indication of the approximate time requested to make their presentation. 

Persons attending FDA’s advisory committee meetings are advised that the 

agency is not responsible for providing access to electrical outlets. 

FDA welcomes the attendance of the public at its advisory committee 

meetings and will make every effort to accommodate persons with physical 

disabilities or special needs. If you require special accommodations due to a 
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disability, please contact W:illiam Freas or Sheila Langford at least 7 days in 

advance of the meeting. 

Notice of this meeting is given under the Federal Advisory Committee Act 

(5 U.S.C. app. 2). 

Dated: 

ssociace Commhsioner for External Relations. 

[FR Dot. 05-????? Filed ??-??-05; 8:45 am] 


